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DETAILED ACTION 

Request for Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
November 6, 2008 has been entered. 

Double Patenting 

2. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
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USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

3. Claims 1 - 3, 5, 6, 9, 16, 17 and 21 are provisionally rejected on the ground of 
nonstatutory obviousness-type double patenting as being unpatentable over claims 30, 
37, 39 and 40 of copending Application No. 10/495961 . This rejection is MAINTAINED 
for the reasons of record set forth in the Office Action mailed August 6, 2008 and those 
set forth below. 

Applicant notes that there are additional rejections in both cases and once all of 
the set rejections have been obviated in one case, applicants will consider the filing of a 
terminal disclaimer. 
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As the merits of this rejection have not been argued and a terminal disclaimer 
has not been filed, the rejection is maintained. 

Claim Rejections - 35 USC §112- 1 st Paragraph 

4. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 22 - 25 are rejected under 35 U.S.C. 1 1 2, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. The claims of the instant application require a 
Cmax with 80 - 120% of a single does of an immediate release formulation (claims 22 
and 23) or T > MIC of a certain concentration for a certain amount of the dosing interval 
(claims 24 and 25). On p 1 6 - 1 8 of the instant specification, the formulation of example 
2, which comprises 5.0% carbomer 971 P and 15.0% carbomer 974P, is administered to 
subjects. Only one other formulation with different weight percentages of the two 
carbomers (example 3, p 12) is prepared but pharmacokinetic data is not reported for 
this formulation, or the other formulations which also comprise 5.0% carbomer 971 P 
and 1 5.0% carbomer 974P but contain different weight percentages of the excipients 
Pharmatose DCL21 and magnesium stearate. The amounts of active ingredient, 
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controlled release materials and other excipients present in the specification can alter 
the release profile of the drug and the maximal concentration of the drug (C ma x) of the 
formulation when administered. Therefore, the specification provides insufficient written 
description for all composition(s) which are capable of providing the claimed 
pharmacokinetic parameters as claimed in the instant application. Applicant has not 
provided an adequate written description of species that meet the functional limitations 
to support the full genus of compositions with the claimed physical properties 
encompassed by the instant claims. 



Claim Rejections - 35 USC §112- 2 nd Paragraph 



6. The following is a quotation of the second paragraph of 35 U.S. C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

7. Claims 6 and 8 were rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention because of the use of the terms "carbomer 971 P" and 
"carbomer 974P". Applicant has submitted information showing that "carbomer 971 P" 
and "carbomer 974P" are generic terms and the numbers indicates the grades used by 
a variety of suppliers. These arguments are found persuasive so this argument is 
WITHDRAWN. 
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Claim Rejections - 35 USC § 103 



8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



10. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 
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1 1 . Claims 1 - 6, 8 - 1 1 , 1 3, 1 4, 1 6, 1 7, 1 9 - 26, 28 and 29 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Kshirsagar et al. (WO 04/019901). This 
rejection is MAINTAINED for the reasons of record set forth in the Office Action mailed 
August 6, 2008 and those set forth below. 

Applicant traverses this rejection on the grounds that Kshirsagar fails to discloses 
the carbomer concentration range of about 5% to about 50% by weight, as Kshirsagar's 
disclosure teaches using 1% to 35% by weight. Each example discloses a composition 
containing a percentage of carbomer below the claimed range or none at all. None of 
the examples disclose "at least two carbomers" as each instant claim requires. Drug 
release is greatly accelerated when a lower percentage mixture of carbomers is used, 
providing an advantage to the Applicant's claimed composition. The advantage of using 
two or more carbomers is evidenced by the examples of Applicant which show a 
minimum of 5 hours, up to 10 or more hours elapsed prior to at least 80% of the drug 
being released, whereas the compositions of Kshirsagar show at least 80% drug 
release in less than 4 hours. Kshirsagar teaches the use of carbomers as integrity 
enhancers, not as sustained release components, so a person of ordinary skill in the art 
would therefore have no motivation to modify the percentage of carbomer in 
Kshirsagar's composition to improve the sustained release properties. 

These arguments are not found to be persuasive. In response to applicant's 
argument that the references fail to show certain features of applicant's invention, it is 
noted that the features upon which applicant relies (i.e., the length of time to achieve 
80% release of the drug) are not recited in the rejected claim(s). Although the claims 



Application/Control Number: 10/568,325 Page 8 

Art Unit: 1618 

are interpreted in light of the specification, limitations from the specification are not read 
into the claims. See In re Van Geuns, 988 F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 
1993). Cmax and T > MIC parameters are recited in claims 22 - 25. Cmax is a time 
independent pharmacokinetic parameter and the levels of T > MIC are percentages of 
the dosing interval and therefore the limitations do not require the same absolute dosing 
interval. 

The teachings of a prior art document are not limited to the examples but are 
prior art for all that they disclose. While no examples prepared by Kshirsagar et al. use 
a combination of carbomers, as previously cited, Kshirsagar et al. dose contemplate 
combinations of CARBOPOL® 971 P and CARBOPOL® 974P (p 16, In 25 - 28). 

The function of a particular ingredient in a composition cannot be separated from 
its function and an ingredient can serve multiple purposes in a composition, all of which 
may not and need not be appreciated by the prior art. Both the cited prior art and the 
instant claims have compositions comprising at least two carbomers. The range for the 
carbomer concentration of 1 % to 35% of Kshirsagar et al. overlaps with the range of 
about 5% to about 50% by weight claimed by applicant. In the case where the claimed 
ranges "overlap or lie inside ranges disclosed by the prior art" a prima facie case of 
obviousness exists. In re Wertheim, 541 F.2d 257, 191 USPQ 90 (CCPA 1976); In re 
Woodruff, 919 F.2d 1575, 16 USPQ2d 1934 (Fed. Cir. 1990) MPEP 2144.05 



12. Claims 1 - 3, 6, 8, 9 - 1 1 , 1 3, 1 4, 1 9, 21 , 22, 28 and 29 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Odidi et al. (WO 02/056861). 
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Odidi et al. discloses syntactic foams suitable as carriers for pharmaceutical 
(abstract) such as the cephalosporin cefprozil (p 21 , In 19). In example 3 (p 24, In 17 — 
25), showing a methodology for preparing the syntactic foam, a composition comprising 
1 6% by weight carbomer 971 P, 1 1 % by weight carbomer 974P (total carbomer weight 
27%) and 55% by weight of cellulose microspheres is prepared. Lactose or 
microcrystalline cellulose microspheres can also be used in the syntactic foam (p 1 1 , In 
1 - 5). The formed foam, comprising active ingredient, microsphere and carbomer, can 
be compressed in a shaped composite, such as a tablet (p 21 , In 1 - 3). 

Odidi et al. does not explicitly prepare a composition comprising a cephalosporin 
antibiotic and at least two carbomers. 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare a syntactic foam with cefprozil as the active ingredient as 
such compositions are disclosed by Odidi et al. One of ordinary skill would be motivated 
to prepare such a form in order to prepare a cefprozil containing dosage form to use in 
the treatment of bacterial infections and would reasonable expect success as Odidi et 
al. discloses that syntactic foam compositions are suitable for the delivery of 
pharmaceuticals such as cefprozil. Lactose or microcrystalline cellulose microspheres 
are taught as functionally equivalent microsphere materials that are suitable for use in 
the preparation of these foams. One of ordinary skill would select the particular 
ingredients and amount of microspheres based the cost and availability of the various 
materials and the specific demands (such as ingredient interactions or potential 
allergies of the intended patient population). 
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Odidi et al. teaches composition comprising cefprozil, which reads on 
cephalosporin antibiotic, and at least two carbomers at a concentration ranging from 5% 
to 50% by weight of the composition. Claims 22 and 24 recite a composition comprising 
a cephalosporin antibiotic, and at least two carbomers at a concentration ranging from 
5% to 50% by weight of the composition. As the compositions of Odidi et al. and those 
prepared and claimed by Applicant as both comprisws a cephalosporin antibiotic and at 
least two carbomers at a concentration ranging from 5% to 50% by weight of the 
composition, the compositions of Odidi et al. will necessarily have a C ma x with 80 - 
120% of a single dose of an immediate release formulation and a T > MIC at 0.25 
mcg/ml is achieved for 75% of the dosing interval and a T > MIC of 2 mcg/ml is 
achieved for almost 49% of the dosing interval. Compositions with the same ingredients 
must necessarily have the same properties. 

13. Claims 1 - 6, 8, 9 - 1 1 , 13, 14, 19, 21, 22, 26, 28 and 29 are rejected under 35 
U.S.C. 1 03(a) as being unpatentable over Odidi et al. as applied to claims 1 - 3, 6, 8, 9 
- 1 1 , 1 3, 1 4, 1 9, 21 , 22, 28 and 29 and further in view of Vermeulen et al . (US 
5872104). 

Odidi et al. discloses syntactic foam compositions comprising active ingredient 
such a cefprozil, carbomer 971 P, carbomer 974P and microspheres, which can be 
made from cellulose, lactose or microcrystalline cellulose. 

Odidi et al. does not disclose the dosage of the cefprozil. 
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Vermeulen et al. discloses the usual oral dosage of cefprozil is 250 mg every 12 
hours (col 25, In 47). 

It would have been obvious to one of ordinary skill in the art at the time of the 
instant invention to prepare the composition comprising cefprozil, at least two 
carbomers as taught by Odidi et al. and to use the 250 mg dosage as taught by 
Vermeulen et al. as the usual oral dosage for cefprozil. 

14. Claims 1 -6, 8, 9, 13, 14, 16, 17, 19-26, 28 and 29 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Katzenhelder (US 6,399,086) in view of 
Mayron (US 3,074,852). This rejection is MAINTAINED for the reasons of record set 
forth in the Office Action mailed August 6, 2008 and those set forth below. 

Applicant traverses this rejection on the grounds that neither reference teaches a 
composition comprising a mixture of at least two carbomers at a concentration of 5% to 
50% by weight. Example 2 of Mayron comprising a total of 89% by weight carbomers, 
well outside the range of about 5% to about 50% claimed by Applicant. Katzenhelder 
fails to remedy this deficiency as it does not disclose the use of carbomers at all. 

These arguments are not found to be persuasive. While example 2 of Mayron 
does contain a total amount of carbomers which is outside the range of the instant 
claims, example 5 of Mayron discloses a composition with a much higher percentage of 
active ingredient (46%) and 46% by weight carbomer. Depending on the amount of drug 
and other ingredients present in the unit dose, one of ordinary skill would optimize the 
amount of carbomers present in the composition, arriving at the composition of the 
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instant claims. The amount of a specific ingredient in a composition is a result effective 
parameter that a person of ordinary skill in the art would routinely optimize. 
Optimization of parameters is a routine practice that would be obvious for a person of 
ordinary skill in the art to employ and reasonably would expect success. 

15. Claims 1 - 6, 8 - 1 1 , 13, 14, 16, 17, 19 - 26, 28 and 29 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Katzenhelder and Mayron as applied to 
claims 1 -6, 8,9, 13, 14, 16, 17, 19-26,28 and 29 above, and further in view of Patel 
(US 6,248,363). This rejection is MAINTAINED for the reasons of record set forth in the 
Office Action mailed August 6, 2008 and those set forth below. 

Applicants traverse this rejection on the grounds that Patel fails to teach a 
composition comprising at least two carbomers and therefore fails to remedy the 
deficiencies of Katzenhelder and Mayron. 

This is not found persuasive as the use of at least carbomers is disclosed by the 
cited prior art, as discussed in more detail above. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Nissa M. Westerberg whose telephone number is 
(571)270-3532. The examiner can normally be reached on M - F, 8:00 a.m. - 4 p.m. ET. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael G. Hartley can be reached on (571) 272-0616. The fax phone 
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number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

NMW 

/Jake M. Vu/ 

Primary Examiner, Art Unit 1618 



